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Helping Members Respond to Problems with the S 
Quality Pharmaceuticals 

Problems with the nation’s drug supply-drug shornages, errors by compounding pharmacies, and counterfeiting-l~avc greatly 
affected the qualiry of care offered co patients in hospitals and health systems. ASHI’ is teading efforts co combat these prob- 
Icms, including collaboncions with ocher hcalrh care organizations and advocacy b&ore federal and state fcgislators and rcgula- 
tots. ‘I‘he Society has also developed several resources EQ assist members in facing these practicr chalirnges so that valuable 
pharmxq resources can be directed toward taking care oF patients. 

Managing Orug Product Shortages 
The increased prevalence of drug shortages is an ongoing problem, particularly as the v&me ufdxugs in shorr supply has risen 
dramatically in the last. four ycxs. Meipful strategies for responding ro ;t drug shorrage include: 

: 

Visit the ASHP Drug Shorrages Resources Center regularly to get updates on the srarus of drug shortages and read 
updates on recommended therapeuric alcernativ%s (~~,ashp.or~sltortagef. Additional infcsrmarion can be obrainad from 
the FDA Web site (WWW.~da.g~/drug/shorr~es/dcFault~htm) or the CDC Web site (www.cdc.gov). 

i 

Develop poficics on how ro deal with shortages, prehrably guided by a medical staff committee or some orher governing 
body. Policies should include a plan to communicate infcxrmarion abaut the shortage, how parienrs will be priori&xi, and 
haw decisions will be made about preferred therapeutic alternatives. 

Consider establishing a multidisciplinary committee when there needs to be ongoing pharmacy, nursing and medical scati 
involvement around a drug or group of drugs in shorr supply. 

Don’r underestimate the importance of educating scaAabout 3 drug shorcagc, cspcciah)i when xn .litrrnacive treatment is 
being subscituccd. Errors can occur when caregivers have a new drug wirh different dosing and side cEccts than what they 
are accustomed, 

Communicating the status of shorrages co care&ers is crirical. Treumenr decisions can be made more &cctively when the 
prescriber knows what options are available. 

Each shortage shouId be evaiuared for its cxpectcd duration. Techniques -cd co manage rhe shortage will vary grracly 
dcpcnding on wherher it is short term (l-2 weeks) or long term (4 weeks cx more). 
Shorr term straregies might include rationing, communicating wirh he&h professionals, and searching for additional 
supplies. Longer term strategies will Iikely require broader and sustained communicarian, idenritjling therapeutic dtltecna- 

rives, and mare aggressive steps, such as developing policies and procedures for handling shortages. 

Tips for Working with a Cwnpounding Pharmacy 
Shortages of con~mercially avail&e injectable drug products have forced hospital and heal&system pharmaccisrs to consider 
purchasing compounded preparations from compounding pharmacies, especially when alternative commercial products are not 
available or acceptable. The pharmacy director or pharmacist-in-charge is legally responsible for the quality of purchased 
compounded preparations and rhe safety of patients for whom the preparations might be obtained, Recent reports of 
injecrables contaminated with microbes and the resuhant patient harm arc a reminder that due diligence is necessary to ct,tsurc 
patienr safety. B&ore a sterile prrparacion is obtained from a compounding pharmacy, the f&owing questions should be 
considered: 

1. What are the regulations for using compounded prepararions in the state where the purchasing institurion is located? 

.L?. Does the institution get informed consent from patients before using a’compounded preparation from an outside source? 

3. Does the institution inform health cxre professionals (e.g., prescribers, nurses) that a cotipounded preparation from an 
outside source will be used, including the possible risks associated with its use? 
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4. Does the compounding pharmacy use UP-grade LZW material? 

5. What is the source of the raw material (if animal, dome&c or imported)? 

6. Is every batch of raw material, if from an animal sourcz screened for vi& ~on~arni~~ci~~~ 
7. Is every batch of the compounded prepararion tested for qualiry and compliance with standards published in the USP 

compendia? 

8. What stcrilizacion process is used for dir pack@np dnd rllc: linal pmparaciorl? 

3. Is every batch OF prei’;lration quarartrinod for more than ten days? 

IO. Is every batch of preparation cesred for sreriliry on days two and ten? 

11. Ts cvcry batch of preparation tested for pyrogens on day ten? 

12. Has the compounding pharmacy perfilrmed extended stability tests? 

13. For each batch of preparation made, do? rhc compounding pharmacy provide a “beyond-use” date after which it should 
nor bc used? 

Strategies to Pmtect Against Drug Counterfeiting 
The increased presence of councerfei t drug products poses signi&ant dangers co the sa&ty or’ the medicariun-use process. Here 
are some straregics that pharmacists can rake to lower the probability ofuninccncionatly acquiring counrerfeir products: 
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Contact your primary whoksaler and inquire abour their anti-cotlncerf~iting measures and sources of product. Make SUR 
your suppliers .are raking steps to Iimir their saurces of products to autbnrized manufacturers and authorized distributors. 

Check the FDA Web site ~htrp:lJwww.fcla,govirrtedwat~fSAFE~~1?003/sa~~~Q3. htm ) ar feasr weekly for new reporrs of 
counterfeit products detected in chc pha~macc~rical supply chain. 

Check your group purchasing orgaganizatic~rl iCIQf Web site far rcporcs of counterfeit producxs. 

Conracr your hoard ot‘ pharmacy, department of health, or orher .xppropriare sratc ,‘gency periodically to determine 
whether there are problematic wholesalers in your state, Links to rhese web sites can be found at: hccp:l/www.nabp.org. 

I.imir or climinatc the use of secondary disrriburors unless you c;tII vori@ that they are an authorized distributor purch~- 
ing c’bum authorized manufacturers and arc in good standing with your sratc board ofph;~macy or other licensing agency. 
Veriq that thc!r arc in compliance with the EIDMA Voluntary Guid&nes for P~arrna~~utic~l System Integrity, which are 
available at hc~p:/l~~.healthcaredistribucion.org. 

Re-evaluate pharmacy drparrment security measures co minimize ristc of diversion or entry of counterfeit products. 

Pay particular attention to producrs considered ro hc at ‘high risk’ I.6r cuunrcrfeiring, Be mindful rhar expensive drug 
products and d.rugs in shore supply arc: more likely to be eounterfeic~d chxn other rnedicacions. Common drugs found to 
be rargeted by counterfeiters include anti-rcrrovirais, epoerin a& Gl&a&n, somatxopin, and sildenafil. 

Educate all pharmacy staff about cotmcerfeicing, what they should look i;>r, and haw r(s report n susyiciotts product. 
Provide additional training and instruction to chr staff persons responsible for or&ring and/or receiving products from 
distributors. Albert dinicai and st& pharmacists co consider a counterfeir product as a possible FL~~OII far an unusual 
adverse drug reaction or unusual response to a medication. 

Consider how nurses, medical s&f, and patients should be alerred ro the pocenrial for counrerfeit products. &view 
policies for medic&on acquisirion with your Pharmacy and Therapeutics Committee to tnsux that necessary conrrols are 
in place. - 
‘Xzke comments and complaints about produLxs seriously and investigate Ehcm promptly. M;uxy counter&t producrs were 
discovered only; after patients complained of a change in effeccivet?ess or a change in taste of their oral medications. 

If you eacouncer a questionable product, contact the manufacturer or whokzsaier co determine how rhe product authentic- 
ir)r should be verified. Counterfeit products should be reported to she FDA through the IMedWatchprogram (hcrp:// 
www.f&.govimedwatch/) or at 800-332-l 088. 


